
510(K) SUMMARY
OCT 2 22010

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMIDA 1990 and 21 CFR §807.92(c).

The assigned 5 10(k) number is: ______

1. Submitter:

Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park, Nanshan, Shenzhen,
518057, P. R. China

Tel: +86 755 2658 2551
Fax: +86 755 2658 2680

Contact Person:
Zhai Pei
Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China
Date Prepared: May 28, 2010

2. Device Name: MS5 Diagnostic Ultrasound System

Classification
Regulatory Class: If
Review Category: Tier II
21 CER 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-IYN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)

3. Marketed Device:

The subject device is substantially equivalent in its technologies and functionality to the
following devices: Mindray M17(K100830), Mindray M5(K083001) and Mindray
DC-6(K072 164).

4. Device Description:
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The M5 Diagnostic Ultrasound System is a general purpose, mobile, software controlled
ultrasound diagnostic system. Its function is to acquire and display ultrasound images in
B-Mode, M-Mode, Color mode, PW mode, CW mode, Power mode, DirPower mode or
the combined mode (i.e. B/M Mode). This system is a Track 3 device that employs an
array of probes that include linear array, convex array and phased array with a frequency
range of approximately 2.0 MHz to 12.0 MHz.

5. Intended Use:

The M5 Diagnostic Ultrasound System is applicable for adults, pregnant women,
pediatric patients and neonates. It is intended for- use in abdomen, gynecology, obstetrics,
small parts (breast, testes, thyroid, etc.), pediatrics, transcranial, cardiac, peripheral
vascular, urology, orthopedics, intracoperative and musculoskeletal (general and
superficial) exams.

6. Comparison with Predicate Device:

M5 Diagnostic Ultrasound System is comparable with and substantially equivalent to the
Mindray M7(K100830), Mindray M5(K083001) and Mindray DC-6(K072164). They
have the same technological characteristics, are comparable in key safety and
effectiveness features, and have the same intended uses and basic operating modes as the
predicate device.

7. Non-clinical Tests:

MS Diagnostic Ultrasound System has been evaluated for acoustic output, biocompatibility,
cleaning and disinfection effectiveness as well as thermal, electrical &nd mechanical safety,
and has been found to conform with applicable medical safety standards. This device has
been designed to meet the following standards: UD 2, UD 3,IEC 60601-1, IEC 60601-1-1,
IEC 60601-1-2, IEC 60601-2-37JEC 60601-1-4 and ISO 10993-1.

Conclusion:

Intended uses and other key features are consistent with traditional clinical practices,
FDA guidelines and established methods of patient examination. The design,
development and quality process of the manufacturer confirms with 21 CFR 820, ISO
9001 and ISO 13485 quality systems. The device conforms to applicable medical device
safety standards. Therefore, the M5 Diagnostic Ultrasound System is substantially
equivalent with respect to safety and effectiveness to devices currently cleared for
market.

B-2



Ct

DEPARTMENT OF HEALTH & HUMAN SERVICES'4 ~~~~~~~~~~~~~~~~~~~~~~~Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver Spring, MD 20993-0002

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
% Mr. Jeff D. Rongero
Senior Project Manager
Underwriters Laboratories, Inc.
12 Laboratory Driv& CO 2 201
Research Triangle Park, NC 27709

Re: K102991
Trade/Device Name: M5 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYO, LYN, and JTX
Dated: October 6,2010
Received: October 7, 201 0

Dear Mr. Rongero:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the M5 Diagnostic Ultrasound System, as described in your premarket notification:

Transducer Model Number

3C5s 6LE7s L14-6s
6C2s 6LB7s C5-2s

6CVls 3Cls L11-4s
7L4s 2P2s P4-2s
7L6s 7L5s
lOL,4s 7LT4s



If your device is class ified (see above) into either class [I (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements df the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 80 1); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffiees/CDRI-TCDRHOffices/ucm 115809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblemn/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(301) 796-6542.

Sincrl you

David G. Brown, Ph.D.
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device
*Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

OCT 2 22010
51 0(k) Number (if known):

Device Namne:M5 Diagnostic Ultrasound System

Indications For Use:

The M5 Diagnostic Ultrasound System is applicable for adults, pregnant women,
pediatric patients and neonates. It is intended for use in abdomen, gynecology,
obstetrics,small parts (breast, testes, thyroid, etc.), pediatrics, transcranial,
cardiac, peripheral vascular, urology, orthopedics, intraoperative and
musculoskeletal (general and superficial) exams.

Prescription Use -__X_--- AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart 0) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

(Division o sRaign-~ Dvie Page l of 1
Office of in Vitro Diagnostic Device Evaluation and aft



Miradray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: MS Diagnostic Ultrasound System

Transducer: N/A

Intended Use: Diagnostic ultrasound fimaging or fluid flow analysis ofthe human, body asfollowes:

Clinical Appliestion Mode ol0jeration

General Specific W W Color Amplitude Combined On'(piy
(Track I Only) (Track I & 3) I M PD C D Dppler Doppler (specify) Ole seiy

Ophthalmic Ophthalmnic

Fetal P P P P P P Note 1,2,3,4,5,6

Abdominal P P P P P P P Note 1.2,3,4,5,6

£untraoperativ (spedty)' P P P P P P Note 2,3,4,5,6

Itntraperative (Neuro)

Laparoscopic

Pedianti P P P P P P P Note 1,2,3,4,5,6

Small organ(specify)- P P P P P P Note 2,3.4,5,6

Ne.onatl Cephalic P P P P P P P Note 1.2.3.4,5.6

tFts Adult Cephalic P P P P P P P Note 1.2.3,5.6

Imagling Transm-recail P P P P P P Note 2,3,4,5.6
& Other,

Trans-vaginal P P P P P P Note 2,3,5,6

Trn m-urethra I

Trats-esoph.(non-Card.)

Cmuscuo-k..ta IP P P P P P Note 2.3.4,5.6

Musculo-skesletal P P P P P P Note 2,3,4.5,6
Sjuperfbicia

Intravascular

Otlhr(specify)... P P P P P P N1ote 1, 2, 3,4,5,6

Cardiac Adult P P P P P P P Note 1,2.3,4,5,6

Cardiac Pediati P P P F P P P Note 1,2,3,4,5,6

Cardiac Itavsua (Cardiac)

Tmoxs-esoph.(Cardiac)

hntr-Cardiac

Peripheral Peripheral Vascular P P P P p p Note 1,2.3,4,5,6
Vascular' Other

Nnew, indication; P=prviously cleared by FDA; I~added under Appendix E

Additional coamments:Combincd modles: B*M, PW*B, Color + 13, Power + B, PW +Colot+ I, Power+4 PW +B.

lntraoperativc incldes abdominal, thoracic, and vaclat..

''Small organ-breast. thyroid, testes, et.

"'Other ute includes Urology.

Note 1: Tissue Hanaonic Imaging-The feattare does no use caontat agents

Note2: Simet3D)

Note 3: i~scpe

Note4: Beam

Note5: Biopsy Guidance

Note6 Free Xros M

Pec onUSE (Per21 CFR 801.109)

IDivsin Sin-Of
Division of Radiological Devices

Offic of In Vitro Diagnostic Device Evaluation and Safety

610K



Mlindray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M5 Diagnostic Ultrasound System

Transducer: 3C~s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General SpecificB M PW W Color Amplitude Combined Ote sciy
(Track I Only) (Track I &t 3) 1 W W Doppler Doppler (specify)

Ophthalmic Ophthalmic

Fetal p p p p P P Note 1, 2, 3,5,6

Abdominal P P p P P P Note 1, 2, 3,5,6

lntraoperative (specify)'

intraoperativye (Neuro)

Laparscopic

Pediatric P P P P P P Note 1, 2, 3,5,6

Small organdspecify)'

Fetal Neonatal Cephalic
Imaging Adult Cephalic
&4 Other Trans-rctal

Trans-vaginal

Trans-urethral

Trnsm-esoph.(non-Card.) __

Musculo-slkeletal Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify)... P P P P P P Note 1, 2, 3,5,6

Cardiac Adult

1Cardiac, Pediatric
Cardiac tosravascular (Cardiac)

Trans-esoph, (Cadrdac)

Peripheral Peripheral Vascular P P P P P P Note 1, 2, 3,5,6
Vascular Other

N-new indication; P=previously cleared by FDA; E=added under Appendix lB

Additional co~mment:Combined modes: B4-M, PW+B, Color + B3, Power * B. PW +Ccolo-4 B, Powcr + PW .13

lnrtraperative includes abdominal, thoracic, and vacular etc.

-- ml organ-breast, thyroid, testes, etc.

*.. Other use includes Urology.

Note I: Tissue Harmonic tmaging.The feature does not use contrast agents.

Nose 2: Smart3D

Note 3: iScape

Note4: iBeam

Note5: Biopsy Guidance

Notc6: Free Xrot M

Prescription USE (Per 21 CFR 80 1. 109)

(Division Sign-Odft
Division of Radiological Deviceas

Office of In VItrO Diagnostic Device Evaluation and Safety

510K2



Mindray Co. Ltd.- MS Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: MS Diagnostic Ultrasound System

Transducer: 6C2s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Specific M PD CD Color Amplitude Combined te sei'
(Track I Only) (Track I & 3) B M PW W Doppler Doppler (specify) Ote(sciy

Ophthalmic Ophthalmic _____ ________

Fetal

Abdominal P P P P P P Note 2, 3,5,6
fintraoperative (spec ify)

fintrauperative (Neuro)

Laparoscopic

Pediatric P P P P P P Note 2, 3,5,6

Small organfspecify)**

Fetal Neonatal Cephalic P P P P P P Note 2, 3,5,6

Imaging Adult Cephalic P P P P P P Note 2, 3,5,6
& Other Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

O0ther (specif').. P P P P P P Note 2, 3,5,6

Cardiac Adult P P P P P P Note 2, 3,5,6

Cardiac Pediatric P P P P P P Note 2, 3,5,6

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Perihea Peripheral Vascular
Vsular Other

N-new indication; P~pteviously cleared by FDA; E-added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*lntraoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.

*** Other use includes Urology.

Note 1: Tissue Harmonic Imaging.The feature does not use contrast agents.

Note 2: Smart3D

Note 3: iScape

Note4: iBeam

Note5: Biopsy Guidance

Note6: Free Xr M

P. ri ion USE (Per 21 CFRSOI1.109)

(Dv~inSgnOl

Division of Radiological Devices3
office of In Vitr Diagnostic Device Evaluation and Safety

510OK



Mindray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: MS ignsi Ultrusnound System

Tianaducer: 6CVIs

Intended lUse: Diagnostic ultrasound imaging or fluid flo analysis ofethe human body as follows:

Clinical Application Made o~eration

Gees, Specific W W Color Amplitude Combinued
(Track I P D W Oiler(specify)
Only) (Track I & 3) Doppler Doppler (specify)

Ophthalmic Ophuthalmic

Fetal P P P P p p Nsie2, 3.5,6

Abdominal

fintraopcrative (specify).

Intronperative (Neuro)

Laparosopic.

Pediatri

Small organ~specily)-

Fetal Neonatl Cephalic

Imaging Adult Cephalic

& Other Trans-rectal P P P P P P Note2, 3,5.6

Trnsu-vaginal P P p p p p Note2. 3,5.6

Trnus-Urethral

ranms-ca op hfaon-C ard.

Musculo-sklelil Conv.etntonal

Mutsculo-akelell Superficial

O0ther (specify).. p p p p p p Nutc2, 3,5,6

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Peripheral Vaiculacn

Vascular Oilier

N~new indicatin; P-previusly cleared by FDA; Ea.dded under Appendix E

Additional comments:Combined modes: B-FM, PW4-B, Color-F B, Power, +-B, PW +Coloi* B, Power-F PW 'B.

irsersouperative includes abdomina ln,toraic, aund vaclretc.

aaSmall organ-breast, thyroid, testes, etc.

a a Othsec use includes UrologY.

Note I: Tissue Harmnonic lmagling.The fieature does sot use ountrat agents,

Note 2: Smast3

Note 3: iScape

Noie4: Beam

Notes: Biopsy Guidance

Note6 Fre Xrots M -

Prescription USE (Per 21 CFR 8ot1.109)

(Division Sign-Oft)
Division of Radiological Devices

Office oflIn Vitro Diagnostic Device Evaluation and Setely4

510K<I-~ >2



Mindray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: MS Diagnostic Ultrasound System

Transducer: 7L4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General SpcfcClrApiueCmnd
(Track I Spacifi I 3 M PWD CWD Clr ApiueCmie Other (specify)
Only) (rcI&3) Doppler Doppler (specif')

Ophthalmic Ophthalmic _____ _____________

Fetal

Abdominal P P P P P P Note 2,3,4,5,6

lintraolperative (specify)-

fintraoperative (Neuro) _____

Laparoscopic

Pediatric P P P _____ P P P Note 2,3,4,5,6

Fetal Small organ(specify)** P P P P P P Note 2,3,4,5,6
Imaging Neonatal Cephalic P P P P P P Note 2,3,4,5,6

& Other Adult Cephadic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-csoph.(non-Card.)

Muscuo-skleta Conventional P P P P P P Note 2,3,4,5,6
Muscul-skltlSpriil P P PP P P Note 2,3,4,5,6
Intravamcular

O0ther (svecifi'v)...__ ______ _________

Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)
Trans-esoph.(Cardiac)I
Intra-Cardiac ______

Peripheral Peripheral Vascular P P P PP Note 2,3,4,5,16
Vascular Other ______ _________

N-new indication; P=previously cleared by FDA; E~added under Appendix E

Additional comments:Combioed modes: BI-M, PW+B, Color + B, Power + B, PW +Color+i B, Power + PWN +B.

-Intraoperative includes abdominal, thoracic, and vascular etc.

--Small organ-breast, thyroid, testes, etc.

*** Other use includes Urology.

Note 1: Tissue Harmonic lmaging.The feature does not use contrast agents.

Note 2: Smar3OD

Note 3: iScape

Note4: iBearn

NoteS: Biopsy Guidance

Note6: Free Xros M

Prescription USE (Per 21 CFR 801.109)

(Dlivision Sign-Off)
Divsion of Radiological Devices

Office oflIn Vitro Diagnostic Device Evaluation and Safety5

51CK_________



Mindray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: MS Diagnostic Ultrasound System

Transducer: 7L6s

Inended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body asi follows:

Clinical Application Mode of Operation

General
(Track I SpecificB M PWD CWD Color Amplitude Combine Other (specify)

Only) (Track I & 3) ' ~~~~~~~Doppler Doppler (specify)

Ophthalmic Ophthalmic

Fetal

Abdominal P P P P P P Note 2,3,4,5,6

lntraoperative (specify)-

Intraoperative (Neuro)

Laparoscopic

Pediatric P P P P P P Note 2,3,4,5,6
Small organ(specify)* P P P P P P Noete 2,3,4,5,6

Fetal Neonatal Cephalic P P P P P P Note 2,3,4,5,6
Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
I'rans-urethral

Tan s-e sop h.(n on-C ard.

Musculo-keletalP P P P P P Note 2,3,4,5,6
Conventional
Musculo-skelectal Superficial P P P P P P Note 2,3,4,5,6
Intravascular
Other (specify)...________________

Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)
Trans-esoph.(Cardiac)

Intra-Cardiac ____________ ______

Peripheral Peripheral Vascular :P P -P P P P Note 2,3,4,5,6
Vascular Other _ _ _ _ _ _ _______ _ _ _ _ _ _ _ _ _ _

N-new indication; P=previously cleared by FDA; E=addcd under Appendix E

Additional comments:Combincd modes: B+M, PW+B3, Color + B, Power + B, PW +Color+ B, Power + PW +-B.

jIntraoperative includes abdominal, thoracic, and vascular etc.

-- Small organ-breast, thyroid, testes, etc.

*** Other use includes Urology.

Note 1: Tissue H-arnionic Imaging.Trhe feature does not use contrast agents.

Note 2: Simart3D

Note 3: iScape

Note4: iBeamt

NoteS: Biopsy Guidance

Note6: Free Xros M

Prescripto (Pr21 CFR 80 1.1I09)

(Division Sign-Off)
Divsian of Radiological Devices6

Ofleo nVitro Diagnostic Device Eviiialuatn and Safety

510K



Mindray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M5 Diagnostic Ultrasound System

Transducer: I OL4s

Intended Use: -Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

Geea, Specific Color Amplitude Combined
(Tak(Track I &3 B M PWD CWD Other (specify)
Only) (rc &3) Doppler Doppler (specify)

Ophthalmic Ophthalmic

Fetal

Abdominal P P P P P P Note 2.3,4,5,6

Intraoperative (spec ift)*

lintracoperative (Neuro)

Laparoscopic

Pediatric P P P P P P Note 2,3,4,5,6
Small organ(specify)** P P P P P P Note 2,3,4,5,6
Neonatal Cephalic P p P P P P Note 2,3,4,5,6

Fetal Adult Cephalic
Imaging Trans-rectal
& Other Trans-vaginal

Tran s-urethralI
Trans-esoph.(non-Card.)

Musculo-skeletal P P PP PPNt ,,,,
Conventional P P PP PPNt ,,,,

Musculo-skeletal Superficial P P P P P P Note 2,3,4,5,6

tntravascular

Other (specif')..._____ ____________

Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac) __________________

Trans-esoph.(Cardiac) ___________

tntra- Cardiac ______ ______

Peripheral Peripheral Vascular P P PP P P Note 2,3,4,5,6
Vascular Other I_ _ _ _ __ _ _ _ _

N-new indication; P=previously cleared by FDA; E~added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW ±Color+ B, Power ± PW +1B.

*lntnsoperative includes abdominal, thoracic, and vascular etc.

-- Small organ-breast, thyroid, testes, etc.

...Other use includes Urology.

Note I: Tissue H-armnonic Imaging.The feature does not use contrast agents

Note 2: Smnart3D

Note 3: iScape

Note4: iBeann

NoteS: Biopsy Guidance

Note6: Free Xros M

Prescription (Per 21 CFR 80 1.109)

A7/-
(Division Sign-Off)

Divsiori of Radiological Devices7
Offic of In Vitro Diagnostic Device Evaluelion and $atetly

510K__ __ _



Mindray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M5 Diagnostic Ultrasound System

Transducer: 6LE7s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Specific B M PWD CWD ~Color Amplitude Combined

Only)k (Track I & 3) Doppler Doppler (specify) Ote(sciy

Ophthalmic Ophthalmic

Fetal p p p P P P Note 2,3,4,5,6

Abdominal

lntratoperative (specify)*

lntraoperative (Neuro)

Laparoscopic

Pediatric

Fetal Small organ(specify)*-
Imaging Neonatal Cephalic- - - - ________

& Other Adult Cephalic
Trans-rectal P P P P P P Note 2,3,4,5,6
Trans-vaginal
Trans-urethral
Trans-esoplt.(non-Card.)
Musculo-skeletal Conventional
Musculo-skeletal Superficial
Intravascular
Other (specify).. P P P P P P Note 2,3,4,5,6

Cardiac Adult
Cardiac Pediatric

Cardiac Intrav ascular (Cardiac)
Trans-esoph. (Cardiac)
Intra-Cardiac _______ _________

Peripheral Peripheral Vascular _______

Vascular Other _______ _________

N-new indication; P-previously cleared by FDA; B~added under Appendix E

Additional comnmens:Comhined mondes: BeM, PW+B. Color + B, Power + B, PW +Color+ B, Power ±PW +B.
*Intrmnperative includes abdominal, thoracic, and vascular etc.

--Smuall organ-breast, thyroid, testes, etc.

*** Other use includes Urology.

Note 1: Tissue Hatrmonic Imaging.The feature does not use contrast agents.

Note 2: Smart3D

Note 3: iScape

Note4: Beamt

Note5: Biopsy Guidance
Note6: Free Xros M

Prescription USE (Per 21 CFR 801.109)

(Division Sign-on)
Division of RadiologicaJ Devices

Ofeie Of In Vnito Diagnos5tic Device Evaluation and Sateci

610Khi Qg



Mindray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: MS Diagnostic Ultrasound System

Transducer: 6LB7s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General, pcf
(Track I Seii B M PWD CWD Color Amplitude Combined Other (specify')
Only) (Track I & 3) Doppler Doppler (specify)

Ophthalmic Ophthalmic

Fetal

Abdominal

Intraopcrative (specify)-

Intraoperative (Neuro)

Laparoscopic

Pediatric

Fetal Small organ(specify)*-
Imaging Neonatal Cephalic
& Other Adult Cephalic

Trans-recta! P P P P P P Note 2,3,4,5,6
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal Conventional
Musculo-skeletal Superficial
Intravascular

______Other (speciy)*** P P P P P P Note 2,3,4,5,6
Cardiac Adult
Cardiac Pediatric

Cardiac fIntravascular (Cardiac)
Trans-esoph. (Cardiac)
Intra-Cardiac

Peripheral Peripheral Vascular
Vascular Other

N=new indication; P~previously cleared by FDA; B=added under Appendix B

Additional comments:Combined modes: B±M, PW+B, Color + B, Power + B, PW 1-Colorn- B, Power + PW +B.
*lntroperative includes abdominal, thoracic, and vascular etc.

-Small organ-breast, thyroid, testes, etc.

*** Other use includes Urology.

Note I: Tissue Hanrmonic lmaging.The feature does not use contrast agents.

Note 2: Smart3fl

Note 3: iScape

Notc4: iBeam

Note5: Biopsy Guidance

Nolen: Free Xros M

Prescription USE (Per 21 CFR 801.109)

Z , (Division Stgn-Off
Division of Radiological Devices

Ofmo nVitro Diagnostic Device Evaluation and Safety

510K hioD99



Mindray Co. Ltd.- MS Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M5 Diagnostic Ultrasound System

Transducer: 3C Is

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Specific Color Amplitude Combined
(Track I Only) (Track I & 3) B M PWD CWD Doppler Doppler (specify) Other (specify)

Ophthalmic Ophthalmic ________

Few]l

Abdominal P P P P P P Note 1,2,3,5,6
lntraoperative (specify)-

Intraoperative (Neuro)

Laparoscopic

Pediatric P P, P P P P Note 1,2,3,5,6
Small orgaomspeeify)*-

Fetal Neonatal Cephalic
Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal

Trans-urethral

'Frans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify)...________

Cardiac Adult P P P P P P Note 1,2,3,5,6

Cardiac Pediatric P P P P P P Note 1,2,3,5,6
Cardiac Intravascular (Cardiac)

Trans-esoph (Cardiac)

Intra-Cardiac

Peripheral Peripheral Vascular
Vascular Other

N=new indication; P=previously cleared by FDA; EWadded under Appendix E

Additional comments:Ccombined modes: B+M, PW+B, Color ± B, Power + B, PW +Color+ B, Power +PW +B.

lIntmaoperaitive includes abdominal, thoracic, and vascular etc+

--Small organ-breast, thyroid, testes, etc.

**tOther use includes Urology.

Note 1: Tissue Hvarmonic lmaging.The feature does not use contrast agents.

Note 2: Snai3

Note 3: iScape

Note4: iBeam

Note5: Biopsy Guidance

Note6: Free Xros M

Prescri p on US cr 21 CFR 801.109)
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Mindray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M5 Diagnostic Ultrasound System

T'ransducer: 2P2s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Specific M PW C D Color Ampliftide Combined Ote(sciy
(Track I Only) (Track I & 3) Doppler Doppler (specify)

Ophthalmic Ophthalmic ________

Fetal

Abdominal P P P P P P3 P Note 1, 2,5,6
Intraoperative (specify)*

Intraoperative (Neuro)I

Laparoscopic

Pediatric P P P P P P Ps Note 1, 2,5,6
Small organ(specify)"

Fetal Neonatal Cephalic P P P P P P P Note I, 2,5,6
Imaging Adult Cephalic P P P P P P P Note 1, 2,5,6
& Other Trans-rectat

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify)*..._______

Cardiac Adult P P P P P P P Note 1, 2,5,6

Cardiac Pediatric P P P P P P P Note 1, 2,5,6
Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-Cardiac

Peripheral Peripheral Vascular
Vascular Other

N~new indication; P~previously cleared by FDA; E-added under Appendix E

Additional comments:Combined modes: B+M, PW-IB, Color + B, Power + B, PW +Color+- B, Power + PW +B3.

* lntraoperative includes abdominal, thoracic, and vascular etc.

--Small organ-breast, thyroid, testes, etc.

...*Other use includes Urology.

Note I: Tissue Harmonic tmaging.The feature does not use contrast agents.

Note 2: Smart3D

Note 3: iScape

Note4: iBcam

Note5: Biopsy Guidance

Note6: Free Xros M

eser io~nUSEE (Per 21 CFR 801.109)
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Mindray Co. Ltd. - M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M5 Diagnostic Ultrasound System

Transducer: 7L-5s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of'Operation

General SpcfcClr Apiu Cmne
(Track I SpeackIfic 3 B M PWD CWD Clr ApiueCmie Other (specify)
Only) (rc &3)Doppler Doppler (specify)

Ophthalmic Ophthalmic _____ ________

Fetal

Abdominal P P P P P P Note 2,3,4,5,6

Intraoperative (specify)*

lntraoperative (Neuro)

Laparoscopic

Pediatric P P P P P P Note 2,3,4,5,6

Fetal Small organ(specify)*- P P P P P P Note 2,3,4,5,6
hmagng Neonatal Cephalic P P P P P P Note 2,3,4,5,6
&, Other Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethral
Trarns-esoph.(non-Cand.)II
Muscuio-skeletal Conventional P P P ____ P P P Note 2,3,4,5,6
Musculo-skeletal Superficial P P P ____ P P P Note 2,3,4,5,6

Intravascular
Other (speci t')..
Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)
Trans-esoph.(Cardiac)
Intra-Cardiac

Penipheral Peripheral Vascular P P P P P P Note 2,3,4,5,6
Vascular Other I_____I ___I_____I_

N-new indication; P~previously cleared by FDA; E~added under Appendix E

Additional comments:Combined modes: B-FM, PW+B, Color + B, Power + B, PW -4Color+ B, Power + PW +B.

intraopcmtive includes abdominal, thoracic, and vascular etc.

--SmaII organ-breast, thyroid, testes, etc.

*** Other use includes Urology.

Note 1: Tissue Harmonic lmnaging.The feature does not use contrast agents.

Note 2: Smart3fl

Note 3: iScape

Note4: iReam

Note5: Biopsy Guidance

Note6: Free Xros M

Prescription USE (Per 21 CFR 801.109)

Diviision of Radiological Devices
Offfice of In Viwo Diagnostic Device Evaluation and Safety 12
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Mindray Go. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Formn

System: MS Diagnostic Ultrasound System

Transducer: 7LT4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Seii W W Color Amplitude Combined Ote(sciy
(Track I OtherI (spDoplreciler (secfy
Only) (TakI&3

Ophthalmic Ophthalmic

Fetwl

Abdominal P P P P P P Note 2,3,4,5,6

Intraoperative (specify)* P P P P P P Note 2,3,4,5,6

Introperative (Neuro)

Laparoscopic

Pediatric P P P P P P Note 2,3,4,5,6

Fetal Small organ(specifiu)* P P P P P P Note 2,3,4,5,6
Imaging Neonatal Cephalic P P P P P P Note 2,3,4,5,6

& Other Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.(non-Card.)
Musculo-skeletal Conventional P P P P P P Note 2,3,4,5,6
Musculo-skeletal Superficial P P IP I P P P Note 2,3,4,5,6
Intravascular
Other (specitv. .. _____ _________

Cardiac Adult P P P P P P Note 2,3,4,5,6
Cardiac Pediatric P P P P P P Note 2,3,4,5,6

Cardiac Intravascular (Cardiac)
Tas-esoph.(Cardiac)

tontra-Cardiac
Peripheral lPeripheral Vascular P P PP P P Nt ,,,,
Vascular Other

N~new indication; P-previously cleared by FDA; E-added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW -iColor+ B, Power + PW +B.
lIntraoperative includes abdominal, thoracic, and vascular etc.

**Siall organ-breast, thyroid, testes, etc.

*** Other use includes Urology.

Note I: Tissue Harmonic Imaging.The feature does not use contrast agents.

Note 2: Smart3D

Note 3: iScapc

Note4: iBeamn

NoteS: Biopsy Guidance

Not&6 Free Xros M

Prescription USE (Per 21 CFRSO01.109)
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Mincdray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M5 Diagnostc Uflt-sun.d System

Transducer ~~~~~L14
-6,

Intended Use: Diagnostic ultraound imaging or flui flow analysis of the human body as follows

Clinical Appicatin Mode of~pto n

(Track SpciicB M PWD CWD ColocAmpitudcComine
Only) (Track I & 3) Doppler Doppler (specify) Ote(sciy

Ophthalmic Ophthalmi

Abdominal E B E E E B Note 2,3,4,5,6

Intraperative (speify)'

tntropeestsv (N.ur)

Pediani E E E H E B Nuts 2,3,4,5,6

Small orga(specIfy)-- B E B E E E Nuts 2,3,4,5,6

Fetal Neonatal Cephali E E E E B E Nuts 2.3.4.5.6

Imaging AdultCephalic
& other,

!MusuoaeeaECnetoa E E E E E Not 2,3,4,5,6

jOther(,pcify)...______

Cardliac Adult

Cardiac Pediatri

Cardiac Itavsua (Cadiac)

PNrphera Peripherl Vascula B E B E E E Note 2,34,5,6
Vascular Other

Nnew~ xindicaio; P=ptrvioualy cleard by FDA; Hoadded unde Appendt E

Additional eommentsCombincs moes: B+M. PW+B, Colo 4 B, Power + B, PW ifolort B, Power I PW +B.

-lntrapcraive incldes abdminl, Ihoracic, ad vascular etc

'Smal oranbeattyroid, teste, etc.

'".Other use includes Urology.

Not :Tsu aroi mgn.b fauede o secnrs gns

Note 2: Smars3D

Note3: i~cap

No.e4 Beam

Note: Biopsy Guidanc

Notc6: FreeXrosM

Prescription USE (Per 21 CFR 801.109)

' (Division Sign-Off)
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Mindray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M5 Diagnostic Ultrasound System

Transducer: C5-2s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as; follows:

Clinical Application Mode of Operation

(TnrackOly (Tpeckific 3 B M PWD CWD Color Amplitude Combined Ohr(seiy
(Track I Only) (Track I & 3) ~~~Doppler Doppler (speci' te sei'

Ophthalmic Ophthalmic

Fetal N N N ___ N N N Note 1, 2, 3,5,6

Abdominal N N N N N N Note 1, 2, 3,5,6
Intraoperative (specify)*

lntraoperative (Neuro)

Laparoscopic

Pediatric N N N N N N Note 1, 2, 3,5,6
Small organ(specify)*

Fetal Neonatal Cephalic
Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal

Trains-urethral

Trans-esoph.(non-Card.)

Musculo-skeleial Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify.. N N N N N N Note 1, 2, 3,5,6

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Tan s-c sop h.(Cardiae)

Intm-Cardiac

Peripheral Peripheral Vascular N N NN N N Note 1, 2, 3,5,6
Vascular Other

N=new indication; P=previously cleared by FDA; E~added under Appendix E

Additional comments:Conmbined modes: B+M, PW±B, Color + B, Power + B, PW I-Color+ B, Power + PW +B3.

lIntirsoperative includes abdominal, thoracic, and vascular etc.

--Small organ-breast, thyroid, testes, etc.

*. Other use includes Urology.

Note I: Tissue Harmonic lmaging.The feature does not use contrast agents.

Note 2: Smart3D

Note 3: iScape

Note4t: iBearm

Notes: Biopsy Guidance

Note6: Free Xros M

Presc/io U (Per 21 CFR 801.109)
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Divsion of Radiological DeViCeS 1

Oftol~ of in Vitro Diagnostic Device Evaluation and Safety 1

510K )i.Q 3



Mindray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M5 Diagnostic Ultrasound System

Transducer: LI I-4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

(Tnrackl Specific Color Amplitude Combined Ote(sci)
Only)k I (Track I & 3) B M PWD CWD DopperrDpplee(spci&

Ophthalmic Ophthalmic

Fetal

Abdominal N N N N N N Note 2,3,4,5,6

Intraoperative (specify)-

Inirsoperative (Neuro)

Laparoscopic

Pediatric N N N ___ N N N Note 2,3,4,5,6

Fetal Small organmspccify)- N N N _____ N N N Note 2,3,4,5,6
ImagIng Neonatal Cephafic N N N _____ N N N Note 2,3,4,5.6
&~ Other Adult Cephalic

Trans-rectal
Trans-vaginal
Trans-urethiral
Toins-esoph. (non-Card.)
Musculo-skeletal Conventional N N N _____ N N N Note 2,3,4,5,6
Musculo-skeletal Superficial N N N _____ N N N Note 2,3,4,5,6
Intramascular
Other (specify)..._____ ______

Cardiac Adult
Cardiac Pediatric

Cardtac Intravascular (Cardiac)
Trans-esoph.(Cardiac)
Intra-Cardiac __________

Penipheral Peripheral Vascular N N N N N N ENote2,3,4,5,6
Vascular Other _____ ___ ______

N~new indication; P-previously cleared by FDA; E=added under Appendix B,

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW -tColori- B, Power +PW +13.
lntraoperativc includes abdominal, thoracic, and vascular etc.

--Small organ-breast, thyroid, testes, etc.

*.. Other use includes Urology.

Note I: Tissue Harmonic Imaging.The feature does not use contrast agents.

Note 2: Smart3f

Note 3: iScape

Note4: tBeam

Note5: Biopsy Guidance

Note6: Free Xros M

Prescription USE (Per 21 CFR 801.109)

(DivIsion Sign-Ott)
DivISion of Radiological Devices
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Mindray Co. Ltd.- M5 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: MS Diagnostic Ultrasound System

Transducer: P4-2s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Specific B M PW CWD Color Amplinide Combined Other (specify)
(Track I Only) (Track I & 3) Doppler Doppler (specify')

Ophthalmic Ophthalmic ________

Fetal

Abdominal N N N N N N N Note 1, 2,5,6
lntraoiperative (speci fy)-

Intraoperative (Neuro)

Laparoscopic

Pediatric N N N N N .N N Note 1, 2,5,6

Small organ(specify)**

Fetal Neonatal Cephalic N N N N N N N Note 1, 2,5,6
Imaging Adult Cephalic N N N N N N N Note 1, 2,5,6
& Other Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify)...________

Cardiac Adult N N N N N N N Note 1, 2,5,6

Cardiac Pediatric N N N N N N N Note 1, 2,5,6
Cardiac Intravascular (Cardiac) ____

Trans-esoph. (Cardiac)

Intra-Cardiac

Peripheral lPeripheral Vascular ________

Vascular O0ther

N=new indication; P=previously cleared by FDA; E~added under Appendix E

Additional cornments:Combined modes: B+M, PW+B, Color + B, Power ± B, PW +IColor+ B, Power + PW ±B3.

*lIntraoiperative includes abdominal, thoracic, and vascular etc.

-- SmalI organ-breast, thyroid, testes, etc.

*** Other use includes Urology.

Note I: Tissue Harmonic Lmaging.The feature does not use contrast agents.

Note 2: Smart3 D

Note 3: iScapc

Note4: ifleam

NoteS: Biopsy Guidance

Note6: Free Xros M

Pr iptionU (Pr21 CFRSO01109)
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